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REMARKS 

This Amendment is in response to the Office Action dated April 6, 2004. 

Applicants appreciate the careful consideration and favorable treatment of the claims 
in which claims 38-46 were allowed and claims 27-30 were indicated as containing allowable 
subject matter. 

Claims 2-26 and 31-36 stand rejected under 35 U.S.C. 1 12, second paragraph, as 
being indefinite on the basis that the Examiner states that claim 2 fails to point out what the control 
unit controls responsive to the flow rates. Applicants have amended claim 2 to state that the control 
unit is configured to prevent flow of substitution fluid to the extracorporeal circuit by controlling 
flow of the diverted dialysate fluid within the second conduit when a certain event or condition 
occurs. 

Claims 2, 4-5 and 18 stand rejected under 35 U.S.C. 102(b) as being anticipated by 
EP patent application No. 0526152. Applicants traverse this rejection based on the following 
comments and the foregoing amendments to the claims. 

The cited EP application discloses an apparatus for hemodiafiltration treatment and 
includes a dialyzer (2); a differential flow meter (16) having two tubes transversed in countercurrent 
by the flow of liquid; and an electric unit (17) which generates a signal proportional to the mass 
flow rate difference between these flows. The conduit (8) branches from a duct that carries 
dialysate fluid to the dialyzer and infuses a quantity of liquid into the blood. 

In contrast the present application discloses a diafiltration delivery module that is 
operatively attached to a dialysis machine and to the extracorporeal circuit. The diafiltration 
delivery module is in the form of a separate independent standalone module relative to the dialysis 
machine and the extracorporeal circuit. In other words, the claimed module is a separate unit that is 

{W:\01508\100I241US1\00225651.DOC inMIIllilfllDllB[IID } 



Application No.: 10/072,464 17 Docket No.: 01 508/1 001241 -US 1 

attached in a detachable manner to the dialysis machine and to the extracorporeal circuit. The 
module has connectors that permit such attachments. By being in the form of a distinct module, a 
number of advantages are realized by the present invention with one advantage being that the 
module can be universally used with existing dialysis machines. Thus, the module can be used with 
existing equipment and does not require retrofitting of an existing dialysis machine and is simply 
attached to the dialysis machine and extracorporeal circuit by connecting the first and second 
conduits to respective external conduits associated with the dialysis machine and the extracorporeal 
circuit. 

Moreover, the claimed control unit is one which forms a part of the module and is 
configured such that the control unit regulates activities that occur within and are associated with 
the diafiltration module. In other words, the claimed control unit is associated with the diafiltration 
module as opposed to the dialysis machine. This is not the case with the control unit of the cited EP 
reference. More specifically, the control unit in the cited reference is a control unit that is part of 
the dialysis machine and serves to regulate activity within the dialysis machine itself. 

In other words, Applicants respectfully submit that the claimed diafiltration module 
is a separate, independent unit as opposed to the integrated single dialysis machine that is disclosed 
in the cited reference. As set forth in the claims, the present invention (module) is detachably 
connected to the other components that are part of the hemodiafiltration system and thus can be 
attached and removed from these other components. It is simply not possible to remove the control 
unit and other components, such as conduits, from the hemodiafiltration apparatus disclosed in the 
EP reference without rendering the apparatus inoperable since all of the components are meant to be 
part of a single integrated system with interrelated components that can not merely be detached 
from other components. The hemodiafiltration apparatus of the EP reference simply does not have 
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a module that has the characteristics set forth in the claims. While the Examiner can try to read the 
various components of the EP reference on the present invention, the Examiner has to consider the 
reference as a whole and consider that there is simply no discussion or contemplation of providing 
an independent module that can be attached and detached from an existing dialysis machine and 
extracorporeal circuit. 

The universality and standalone nature of the present module permits the module 
work across or with all dialysis machines. As set forth in the present application, the control unit of 
the present module is not in communication with the control unit of the dialysis machine due to the 
standalone construction of the present module. The present module also has its own sensors, etc. 
that are separate and distinct from those sensors associated with the dialysis machine. 

Independent claim 2 has also been amended to recite that the control unit is 
configured to prevent to prevent flow of substitution fluid to the extracorporeal circuit by 
controlling flow of the diverted dialysate fluid within the second conduit in the control module 
when a condition exists (the first detected characteristic meets a prescribed criteria). Applicants 
respectfully submit that this feature is not disclosed in the cited reference. First and as previously 
mentioned, the cited reference does not include a standalone module and therefore, it can not have 
the claimed control unit which is within the standalone module and serves to control and regulate 
activities within the control module. Second, the cited reference does not control substitution fluid 
flow in the claimed manner regardless of the modular aspect of the present invention. 

For at least these reasons, Applicants respectfully request reconsideration and 
allowance of claim 2, as amended. 

Claims 3-17, 19-36 and 47 should be allowed as depending from what should be an 
allowed independent claim 1 . 
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Claims 2-6 and 18 stand rejected under 35 U.S.C. 103(a) as being unpatentable over 
the '292 WO reference in view of Shaldon et ah Applicants respectfully submit that this rejection is 
now moot in view of the present amendment and should therefore be withdrawn. More specifically, 
neither of these cited references overcomes the deficiencies noted above, namely, that the claimed 
invention is a standalone module as opposed to an entire hemodiafiltration apparatus that has its 
own control unit that functions in the claimed manner of regulating flow of fluids within the module 
itself so as to influence the flow of substitution fluid. 

In sum, these references do not overcome the deficiencies noted above and therefore, 
fail to disclose or suggest the claimed invention. 

Claim 48 has been added and Applicants respectfully request consideration and 
allowance of claim 48. Claim 48 is similar to amended claim 2 and therefore should be allowed for 
the same reasons recited above as to why amended claim 2 should be allowed. 

Claims 38-46 stand allowed. 

In view of the above, each of the presently pending claims in this application is 
believed to be in immediate condition for allowance. Accordingly, the Examiner is respectfully 



requested to pass this application to issue. 
Dated: July 27, 2004 
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